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M.S., CIH, CBSP 


Institutional Biosafety Officer 

Mount Sinai School of Medicine 

One Gustave L. Levy Place 

Box 1155 

Atran-Berg Building B2 Room 56D 
- New York, NY 10029 


Dear Mr. 


Thank you for your September 2, 2011, correspondence to the National Institutes of Health 
(NIH) Office of Biotechnology Activities (OBA) describing a September 2, 2011, incident in 
which a researcher at the Mount Sinai School of Medicine was bitten by a ferret that had been 
previously inoculated with a recombinant form of 1918 influenza virùs. The inoculation 
occurred approximately three days prior to this incident. According to your report, the 
researcher immediately washed the wound with 70-percent alcohol, showered out of the facility, 
and contacted the biological safety officer. The researcher was examined by the occupational 
health physician and was administered the 2011 batch of the Valence influenza vaccine and 
prescribed a course of Tamiflu. As per Mount Sinai protocol, the researcher was quarantined at 
home for seven days following the exposure. According to your report, it was verified that the 
researcher lived alone before being discharged to home-quarantine. The researcher was also 

- instructed to use an N95 respirator if, during the home-quarantine, he needed outside medical 
assistance. The researcher was also instructed to take his temperature in the morning and 
evening and report the results, via telephone, to the occupational health physician. The 
likelihood of illness from this exposute was judged to be remote, but the researcher was 
monitored until the incubation period for disease had passed. The researcher subsequently 
showed no symptoms of illness and returned to work on September 9, 2011. 


The actions taken in response to this incident by Mount Sinai Medical Center appear appropriate. 
No further information is required at this time. Please contact OBA staff by email at 
oba@od.nih.gov or by telephone at (301) 496-9838 if you have any questions. 


Sincerely, 


Ja¢queline Corpigan-Curg¥, M.D., J.D. 
ing Director ; 
Office of Biotechnology Activities 


[Name  |M.S., CIH, CBSP 
September 21, 2011 
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cc: M.D., Ph.D., Assistant Professor of Medicine, Mount Sinai School of Medicine 
Senior Director, Environmental Health and Safety, Mount Sinai School of Medicine 
Amy P. Patterson, M.D., Associate Director for Science Policy, NIH 
Allan C. Shipp, Director of Outreach, Office of Biotechnology Activities, NIH 
Ryan Bayha, Outreach and Education Analyst, Office of Biotechnology Activities, NIH 


Kathryn Harris, Ph.D., RBP, Senior Outreach and Education Specialist (contractor), 
Office of Biotechnology Activities, NIH 
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TO Office of Biotechnology Activities, National Institutes of 
Health, 6705 Rockledge Drive, Suite 750, MSC 7985, 
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FAX# 301- -9839 (fax). 
SUBJ: Mount Sinai School of Medicine /SA&T Renewal 


NO. OF PAGES + COVER__1+1 


COMMENTS: 

See Attached Letter for information regarding Ferret bite with Modified 
GMO 1918 Influenza; CDC has also been notified through the Select 
Agent Program: Expanded contact Info at bottom of letter 


MS, CIH, CBSP, SM(NRM) 


Institutional Biosafety Officer 
Mount Sinai Schoo! of Medicine 
One Gustave L, Levy Place 
Box 1162 

Atran Berg B2—56D 

New York, New York 10029 
212 241 5169 phone 

212 241 6695 Fax 
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SCHOOL OF 


— Institutional Biosafety Program 


September 2, 2011 
National Institutes of Health / Office of Biotechnology 


Greetings: 
| received a call at @14 58 hrs from| Name  |stating that he had been bitten by a 
ferret, 3 days post- inoculation with a mutant form of the 1918 (Spanish) Influenza. At present 


he is waiting to be seen by Dr. the Alternate Responsible Official, BSL-3 Director 
and ID Physician in order to be evaluated, ‘ 


[Name |is up to date on his flu shot, and noted that the ferret’s incisor barely broke the skin of his 
left thumb (hands were double-gloved). He immediately washed the site with 70% alcohol, 
showered out of the facility as per standard protacol and contacted me. I in turn notified Dr. 
who will relay back to me his findings. 


Since this is a genetically modified Influenza, | have to notify the NIH Office of Biotechnology 
Activities as well as the Centers for Disease Control. Realistically, if we were to see an infection it 
would take two-four days incubation time. Bite-wound inoculation is not a standard exposure 
route, and| Name |stated that the ferret was not morlbund, but to the contrary was 
energetic and health (not displaying any signs of illness). We will institute the standard 
operating procedure of checking dally for elevated temperature / fever, sore throat and the 
usual flu-like symptoms.| Name _|WIll also have to begin taking Tamiflu prophylactically. 


Dr. Daefler stated to me he is on call all weekend as part of his rotation in Infectious Disease, 
and would be able ta monitor | Name | closely over the weekend if any illness develops. The 
likelihood is extremely remote, but we will not be sure untill Name _|is past the incubation 
period without any sequelae. 


| will keep you updated with regard to any further developments. At present, | will relay exactly 
what I reported to you to the two agencies. 


Name 


MS, MSHS, CIH, C8SP, SM(NRM) 
Institutional Biosafety Officer 
Environmental Health and Safety 


Tel: 212 241 5169 
Pager: 
Fax: 212241 6695 


BB; Personal Info 
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DATE September 8, 2011 


TO Ryan T. Bayha 
Outreach and Education Analyst 
Office of Blotechnology Activities 
Office of Sclence Policy 
Natlonal Institutes of Health 
6705 Rockledge Drive, Sulte 750 
Bethesda, Maryland 20892-7985 
(301) 496-9838 (phone) 
(301) 496-9839 (fax) 


_ FAX# _ (301) 496-9839 


SUBJ: RE: Form 3 Report — Ferret Bite-9/2/2011 


NO. OF PAGES + COVER___1+2=3 


COMMENTS: Select Agent Form 3 Completed for the incident 
reported by Faxt-and phone. 


Name MS, CIH, CBSP, SM(NRCM) 
Institutional Biosafety Officer 
Mount Sinai School of Medicine 
One Gustave L. Levy Place 
Box 1162 
Atran Berg B2-—-56D 
New York, New York 10029 
212 241 5169 phone 
212 241 6695 Fax 
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OMB NO. 0920-0576 


(APHIS/CDC FORM 3) EXP DATE 1281/2011 


i USDA REPORT OF THEFT, LOSS, OR RELEASE OF SELECT si pees 
AGENTS AND TOXINS - OMB NO, 0579-0213 
 \S- ea 


Read all Instructions carefully before completing the report. Answer all items completely and type or print in Ink. The report must 
be signed and submitted to elther APHIS or CDC wilhin 7 days of Ihe theft, loss or release: 


Animal and Plant Health Inspectlon Service Centers for Disease Control and Prevention 
Agricultural Select Agent Program Division of Select Agents and Toxins 

4700 River Road Unit 2, Mailstop 22, Cubicle 1A07 1600 Clifton Road NE, Mailstop A-46 
Riverdale, MD 20737 Atlanta, GA 30333 

FAX: 301-734-3652 FAX: 404-718-2096 


E-malt: Agricultural Sefect. Agent. Program @aphis.usda gov Email: Irsat@edc.gov 
SECTION 1-TO BE COMPLETEO BY ALL ENTITIES .--. _ 


1. Entity name; 

Mouni Sinal School of Medicina 

3. Entily address (NOT a post affice address): 4, City: 

One Gustave L. Levy Place New York Ci 


212 241 6695 Na 
11. RO or Facility Director address (NOT a post office address): ity: : | 14. Zip Code: 
Seme ag enlity-Box 1162 10029 

1 - - 


15, Type of incident: 16. Immediate nolificalion provided to: 
| {Theft | [Losa | fRelease |] JAPHIS fico 


À R SECTION 2-—TO BE COMPLETED BY ALL ENTITIES BSE ae 
- LIST OF SELECT AGENTS AND TOXINS LOST, STOLEN OR RELEASED (attach additional sheets if necessa 


22. 23, Form 24. Volume or wt 
20. Select agents and/or toxins: 21. Charactenzation of agent: Number | (powderfiquid/ | of vial contents 
of vials: Slant): eg, m Á, ag}: 


Reconsioted 1918 intuenza virus | days post nocuiatonsteret | o | | oww | 
25. Dale and Ume of Incident: | 28. Dale of lasl inventory: | 27. Name of principal invesligalor responsible for laboralory with select agents and loxins: 
09/02/2014 First: Adolfa ME: Lasl: Garcla-Sastre 


32. Provide a delafled summary of events including a limeline of events and name and lelephone numbers of agencies nolified. The summary should also 
indude description of containers {8.g., size, color, lype, beand, and any symbols or markings}, supporting documentation (e.g., access and inventory 
records), identified weaknesses, and any corrective actions laken (attach additional sheels H necessary): 
I received a call at @14 68hrs irom Name  |stating thal he had been bitlen on the lefi thumb (@ 13 30 hrs by a lerret, which was 3 
days poast- Inoculallon with a mulant form of the 1918 (Spanish) Influenza. The incisor broke Lhrough the double set of gloves and scored the 
skin Snot a deep puncture wound). He provided first ald by expressing the wound and washing with 70% ethanol, and showered oul of the EPF 
facillly as per protocol. He was seen by Dr. Neer tho Alternate Responsible Official, BSL-3 Director and ID Physician who started Dr. 
| Name lon Tamiflu and administered the newly received Influenza vaccine (2011 valence) thal fs being administered lo health care providers. 
Name  |received the mandalory Mu vaccine in October, 2010]. As of today ¢ 9/7/2011) there have been no sequelae, however he is in 
quarantine unitl 9/7/2011 and reporting his health status twice per dilem to Dr. Simon Dasher, 


folola|>| | 


(COC Adobe Acrobal 9.0 Electronic Version, 1/2009) 
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_. SECTION 3- IF THE INCIDENT OCCURRED DURING TRANSFER PROVIDE THE FOLLOWING INFORMATION AND 
: INCLUDE A COPY OF THE RELEVANT APHIS/CDC.FORM 2 - 


3 Transfer authorization number from APHIS/CDC Form 2: 34. Dale shipped: 
NA 
sd amuse. A 


37. Package description (size, shape, description of packaging including number and type of inner packages; attach additonal sheels If necessary): 
Not Applicable 


38. Package wilh selec agents and toxins recelved by requestor. 
| {No  [_| Yes If yes, dale of receipt: 


40. Sender was conlacted regarding incident: [-]No [yes 


SECTION a - TO BE COMPLETED ONLY FOR RELEASE OF SELECT 
AGENTS AND TOXINS _ P 


Potanlial for Infection with 1918 Influenza; roule of exposure and load of polenilal 1918 Influenza virus has Ilie potential to cause an active 
infection, Nonetheless, this incident Is being [racked as a significant exposure unlit the full 7 days Is reached. 


One individual was billen by an inculated ferret, 3-days posl inoculalion. 


44, Area was deconlaminated:] | No if | Yes (If Yes, explain. Attach additional sheels if necessary.) 
Individual provided Immadiata wound cleaning end anlisepsis, followed by mandalory shower-out deconiamination. 


45. Medical treatment was provided: {_|No ]¢]Yes (If Yes, explain, Allach addilional sheels if necessary.) 
Tamiflu regimen plus Inoculaven with 2011 Valence Influenza Vaccine. 


| hereby certify thal the information contained on this form is ue and correct to the besl of my Knovdedge. | understand thal if | knowingly provide a faise 
statement on any part of this form, or ity achments, I may be subject lo criminal fines and/or rapat | further understand that viojations of 7 CFR 
331, 9 CFR 121, and 42 CFR 73 


Signature of Respondent: Title: Biosafety officer and RO 
Typed or printed name of Respondent Date: 09/07/2014 


Public reporting burden: Public reporting burden of providing this information Is estimated lo average 1 hour per response, including tha lime for reviewing 
instructions, searching exisling data sources, galhering and maintaining tha dala needed, and completing and reviewing the collection of information. An 
agency may nol conduct ar sponsor, and a person is nol required la respond to a collection of information unfess it displays a currently valid OMB conlrol 
number. Send comments regarding this burden estimate or any oiher aspect of this coflection of information, including suggestions for reducing this burden 
lo COC/ATSDR Reports Clearance Officer, 1600 Clifton Road NE, MS D-74, Alanla, Georgia 30333; ATTN: PRA (0920-0576). . 


APHIS/COC FORM 3 (12/31/2011) 


MS. MSHS, CBSP, SM(NRCM 


